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DETAILED ACTION 

Election Acknowledged 

1. Applicants' election without traverse the invention of Group I encompassing claims 1-23 
filed on October 08, 2007 is acknowledged. The restriction was made without traverse. 
Therefore, the restriction requirement is deemed to be proper and made final. 

Status of Application 

2. Claims 5-10 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected species, there being no allowable generic or linking claim. Election 
was made without traverse in the reply filed on October 08, 2007. 

3. Thus claims, 1-4 and 1 1-23 are examined on the merits. The following rejections are 
made. 

Double Patenting 

4. Applicant is advised that should claim 2 be found allowable, claim 3 will be objected to 
under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in an application 
are duplicates or else are so close in content that they both cover the same thing, despite a slight 
difference in wording, it is proper after allowing one claim to object to the other as being a 
substantial duplicate of the allowed claim. See MPEP § 706.03(k). 



Claim Rejections - 35 USC § 112 
5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. Claims 1 1-23 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for treating pneumovirus infections, does not reasonably provide 
enablement for preventing pneumovirus infections. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

7. There are several guidelines when determining if the specification of an application 
allows the skilled artisan to practice the invention without undue experimentation. The factors to 
be considered in determining what constitutes undue experimentation were affirmed by the court 
In re Wands (8 USPQ2d 1400 (FACF 1986)). These factors are the quantity of experimentation; 
the amount of direction or guidance presented in the specification; the presence or absence of 
working examples; the nature of the invention; the sate of the prior art; the level of skill of those 
in the art; predictability or unpredictability of the art; and the breadth of the claims. 

8. The instant claims are drawn to a pharmaceutical composition with the intended use of 
treating and preventing pneumovirus infection, wherein the composition comprises an effective 
amount of the antiviral to attenuate infectivity of pneumovirus. 

9. The skilled artesian would view the prevention of pneumovirus as complicated and 
highly unpredictable. Based on the specification, it appears that the Applicants are asserting that 
their claimed compound can act as a preventive agent because the compound is capable of 
inhibiting pneumovirus replication. However, the applicants have not provided any competent 
evidence indicating that the composition is preventative as currently embraced by the claim 
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language. The scope of the claims includes not only treatment but also 'prevention of 
pneumovirus', the prevention aspect is not enabled on the ground that the active compounds act 
as effective inhibitors of pneumovirus replication. Furthermore, Applicant has not set forth in the 
specification how one is defining "prevention of pneumovirus infection". The standard 
definition of the term prevent as set forth by dictionary.com is applied. The term 'prevent' means 
to keep form ever happening or impede. Hence, a skilled practitioner in the art would recognize 
that the prevention of a viral infection such that the subject will never experience any 
characteristics associated with a pneumovirus infection. As Applicants have not provided any 
competent evidence or disclosed tests that are highly predictive for the pharmaceutical efficacy 
for the preventive effect using the instant compounds, the claims are not properly enabled. 
Importantly, there are no working examples present to sufficiently guide one to prevent a 
pneumovirus infection. Hence, the lack of guidance in the specification, the absence of data 
indicating that the compound is a preventive of pneumovirus infections, Applicant is not enabled 
for the prevention of pneumovirus infection. 

10. Therefore, in view of the Wands factors, i.e. the amount of guidance present and absence 
of working examples as discussed above, to practice the claimed invention herein, a person 
skilled in the art would have to engage in undue experimentation, with no assurance of success. 

Claim Rejections - 35 USC § 103 

11. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

12. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

13. Claims 1-4 and 11-23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Nitz et al. (WO 99/33508) in view of DeLuca et al. (Pharma. Dosage Forms Vol. 1: 
Parenteral Medications, 1992, 173-175). 

14. The claims of the instant application are drawn to a compound having the following 
structure 




wherein the species occupying the R\ position is propyl. The compound is used in a 
pharmaceutical composition, in an amount effective to attenuate infectivity of pneumovirus. The 
composition further comprises at least one supplemental active agent such as interferons, 
immunoglobins, antibiotics, etc. The composition may comprise ethanol from 50% to 90% of 
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the composition, propylene glycol, and water. Preferably however, the composition comprises 
85% ethanol, about 10% propylene glycol and less than 5% water. 

15. The teaching of Nitz et al. ('508) is drawn to compounds, compositions and methods for 
treating or preventing pneumovirus infection and associated diseases. The compounds use to 
treat pneumovirus have the following structure 




R 

The species which may occupy the X, R, R 2 and R 3 are identical to those of the instant 
application in that X may be -C=N, R may be propyl, R 2 is hydroxyl, and R 3 is 5-methyl-l- 
tetrazolyl (see page 4, line 15 - page 5, line 5 and Example 10). The difference between '508 
and the instant application, R and R\ respectively, is the position of the substituent on the 
benzene ring. The substituent of '508 is in the para position whereas the instant applications 
substituent is in the meta position. Typically structural homologs, either isomers (i.e. cix vs. 
trans) or positional isomers (i.e. meta vs. para), often have similar pharmacological properties. 
With that stated, chemists of ordinary skill would contemplate making slight variations of a 
known compound in order to obtain compounds with better and improved properties. The 
compounds of the prior art would motivate such routine organic synthesis and optimization, 
leading to the instantly claimed compounds which possess efficacy as inhibitors of pneumovirus 
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replication. See In re Deuel, 51 F.3d 1552, 1558, 34 USPQ2d 1210, 1214. The teaching of '508 
also stipulates for the inclusion of supplemental active agents such as interferons, antibiotics, and 
immunoglobins. 

16. The reference teaches that the carrier solvent of the pharmaceutically active compound 
can consist of any "pharmaceutically acceptable carrier medium" meaning that the carrier 
includes any and all solvents. This would necessarily encompass and motivate the inclusion of 
ethanol, propylene glycol and water. Still, however, '508 specifically fails to include ethanol, 
propylene glycol, and water in the pharmaceutical preparation. 

17. The teaching of Deluca et al ('DeLuca) is drawn to parenteral formulations and useful 
carrier vehicles thereof. On page 175, Section B, it is noted that most parenteral products are 
aqueous solutions. However, inclusion of water may have to be limited if the active compound 
is susceptible to chemical degradation (i.e. hydrolysis, racemization, etc.). It is stated that for 
non-polar substances possessing limited solubility in water, it is necessary to use co-solvents 
such as ethanol and propylene glycol. Although DeLuca does not specifically teach adding the 
ingredients together in the amounts claimed. The amount of a specific ingredient in a 
composition is a result effective parameter that any person of ordinary skill in the art would 
desire to optimize. The instantly claimed percentages of said solvents, as described above, could 
readily be attained by routine experimentation and optimization. 

18. Thus, it would have been obvious to one of ordinary skill in the art, at the time the 
invention was made, to combine the teachings of '508 and DeLuca because in doing so one 
would create a pharmaceutically active formulation suitable for safe administration to a patient. 
The instantly claimed compound are obvious as they are structural isomers of reference '508 and 
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one of ordinary skill in the art would be motivated to make such modifications with the 
expectation that the compounds and compositions thereof would possess identical 
pharmacological properties as those taught by the reference. Moreover, the use of water, 
ethanol, and/or propylene glycol as a carrier medium would be motivated by '508 statement that 
all pharmacologically acceptable carrier mediums can be sued to carry the drugs. This motivates 
one to look to the prior art of drug formulations where is found that solvents such as water, 
ethanol and propylene glycol are commonly used as a carrier medium. Furthermore, the 
specifically claimed percentages of said carrier does not qualify as patentable subject matter, as 
these values could found via routine experimentation and optimization. Therefore, it would have 
been obvious to a person of ordinary skill in the art to combine the teachings of '508 with that of 
DeLuca with a reasonable expectation of success. 



Conclusion 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kyle A. Purdy whose telephone number is 571-270-3504. The 
examiner can normally be reached from 9AM to 5PM. 

"20. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisors, Ardin Marschel and Cecilia Tsang, can be reached on 571-272-0718 or 571-272- 
0562, respectively. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

21. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
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may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Kyle A. Purdy/ 
Examiner, Art Unit 4173 




